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(2) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice.

[60 FR 32911, June 26, 1995]

§184.1585 Papain.

(a) Papain (CAS Reg. No. 9001-73-4) is
a proteolytic enzyme derived from
Carica papaya L. Crude latex con-
taining the enzyme is collected from
slashed unripe papaya. The food-grade
product is obtained by repeated filtra-
tion of the crude latex or an agueous
solution of latex or by precipitation
from an aqueous solution of latex. The
resulting enzyme preparation may be
used in a liquid or dry form.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), pp. 107-110, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than currect good
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good manufac-
turing conditions of use:

(1) The ingredient is used as an en-
zyme as defined in §170.3(0)(9) of this
chapter; processing aid as defined in
§170.3(0)(24) of this chapter; and
texturizer as defined in §170.3(0)(32) of
this chapter.

(2) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[48 FR 48806, Oct. 21, 1983]

§184.1588 Pectins.

(a) The pectins (CAS Reg. No. 9000-
69-5) are a group of complex, high mo-
lecular weight polysaccharides found
in plants and composed chiefly of par-
tially methylated polygalacturonic
acid units. Portions of the carboxly

§184.1595

group occur as methyl esters, and the
remaining carboxyl groups exist in the
form of the free acid or as its ammo-
nium, potassium, or sodium (CAS Reg.
No. 9000-59-8) salts, and in some types
as the acid amide. Thus, the pectins
regulated in this section are the high-
ester pectins, low-ester pectins,
amidated pectins, pectinic acids, and
pectinates. Pectin is produced commer-
cially by extracting citrus peel, apple
pomace, or beet pulp with hot dilute
acid (pH 1.0 to 3.5, 70° to 90 °C). The ex-
tract is filtered, and pectin is then pre-
cipitated from the clear extract with
ethanol or isopropanol, or as the cop-
per or aluminum salt. The acid extract
is sometimes spray- or roller-dried, or
it is concentrated to be sold as liquid
pectin.

(b) The ingredients meet the speci-
fications of the Food Chemical Codex,
3d Ed. (1981), p. 215, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal
Register 800 North Capitol Street, NW.,
suite 700, Washington, DC 20408.

(¢c) In accordance with §184.1(b)(1),
the ingredients are used in food with
no limitation other than current good
manufacturing practice. The affirma-
tion of these ingredients as generally
recognized as safe (GRAS) as direct
human food ingredients is based upon
the following current good manufac-
turing practice conditions of use:

(1) The ingredients are used as emul-
sifiers as defined in §170.3(0)(8) of this
chapter and as stabilizers and thick-
eners as defined in §170.3(0)(28) of this
chapter.

(2) The ingredients are used in food
at levels not to exceed current good
manufacturing practice.

(d) Prior sanctions for these ingredi-
ents different from the uses established
in this section do not exist or have
been waived.

[48 FR 51149, Nov. 7, 1983]

§184.1595 Pepsin.

(a) Pepsin (CAS Reg. No. 9001-75-6) is
an enzyme preparation obtained from
the glandular layer of hog stomach. It
is a white to light tan powder, amber
paste, or clear amber to brown liquid.
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§184.1610

Its characterizing enzyme activity is
that of a peptide hydrolase (EC
3.4.23.1).

(b) The ingredient meets the general
requirements and additional require-
ments for enzyme preparations in the
Food Chemicals Codex, 3d ed. (1981), p.
110, which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies are available from
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC
20418, or may be examined at the Office
of Premarket Approval (HFS-200), Food
and Drug Administration, 200 C St.
SW., Washington, DC, and the Office of
the Federal Register, 800 North Capitol
St. NW., suite 700, Washington, DC.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as GRAS as a di-
rect food ingredient is based upon the
following current good manufacturing
practice conditions of use:

(1) The ingredient is used as an en-
zyme as defined in §170.3(0)(9) of this
chapter to hydrolyze proteins or
polypeptides.

(2) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice.

[60 FR 32911, June 26, 1995]

§184.1610 Potassium alginate.

(a) Potassium alginate (CAS Reg. No.
9005-36-1) is the potassium salt of al-
ginic acid, a natural polyuronide con-
stituent of certain brown algae. Potas-
sium alginate is prepared by the neu-
tralization of purified alginic acid with
appropriate pH control agents.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), p. 239, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.

(¢) In accordance with §184.1(b)(2),
the ingredient is used in food only
within the following specific limita-
tions:

21 CFR Ch. | (4-1-02 Edition)

Maximum

level of

Category of food fgsg ('gs Functional use
served)
(percent)

Confections and 0.1 | Stabilizer, thickener,
frostings, §170.3(0)(28) of this
§170.3(n)(9) of this chapter
chapter .

Gelatins and puddings, 0.7 Do.
§170.3(n)(22) of this
chapter .

Processed fruits and 0.25 Do.
fruit juices,

§170.3(n)(35) of this
chapter .

All other food cat- 0.01 Do.

egories .

(d) Prior sanctions for potassium al-
ginate different from the uses estab-
lished in this section do not exist or
have been waived.

[47 FR 29951, July 9, 1982]

§184.1613 Potassium bicarbonate.

(a) Potassium bicarbonate (KHCOg,
CAS Reg. No. 298-14-6) is made by the
following processes:

(1) By treating a solution of potas-
sium hydroxide with carbon dioxide;

(2) By treating a solution of potas-
sium carbonate with carbon dioxide.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), p. 239, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good manufac-
turing practice conditions of use:

(1) The ingredient is used as a formu-
lation aid as defined in §170.3(0)(14) of
this chapter; nutrient supplemlent as
defined in §170.3(0)(20) of this chapter;
pH control agent as defined in
§170.3(0)(23) of this chapter; and proc-
essing aid as defined in §170.3(0)(24) of
this chapter.
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